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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). tn no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply vwthin the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication, 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)^ Responsive to comnnunicatlon(s) filed on 26 August 2004 . 
2a)\3 This action is FINAL. 2b)l3 This action is non-final. 

3) D Since this application is in condition for allowance except for fomial matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) M Claim(s) 1-26 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) S Claim(s) 1-26 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10) n The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held In abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

11) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action orfomri PTO-152. 

Priority under 35 U.S.C. § 119 

12) n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 
Continued Examination Under 37 CFR LI 14 

A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this appHcation after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1,1 14. Applicant's submission filed on 8/26/04 has been entered. 

Response to Amendment 

The amendment filed 8/26/04 is objected to under 35 U.S.C. 132 because it introduces 
new matter into the disclosure. 35 U.S.C. 132 states that no amendment shall introduce new 
matter into the disclosure of the invention. The added material which is not supported by the 
original disclosure is as follows: non-sealing fin. 

Applicant is required to cancel the new matter in the reply to this Office Action. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 1-19 and 21-26 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
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claimed invention. Specifically, the specification does not provide a description of how the fin is 
non-sealing. 

Claim Objections 

Claims 17, 24 and 25 are objected to because of the following informalities: 

Claim 17 recites in line 2 "the needle cannula" which should read —a needle cannula— 
since claim 5 did not introduce a needle cannula and this is the first presentation of the limitation. 

Claim 24 recites in line 1 "a needle support" which was already introduced in claim 21. 
The recitation in claim 24 should be changed to -the needle support--. 

Claim 25 recites in line 1 "a needle cavity" which was already introduced in claim 21. 
The recitation in claim 24 should be changed to -the needle cavity--. 

Appropriate correction is required. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of apphcation for patent in the United States. 

Claims 1-7,10-18 and 21-26 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Carter et al (USPN 6,010,486). Regarding claims 1,5 and 21, Carter discloses a needle assembly 
that includes a needle hub (40) defining an interior cavity (see middle figure below), a distal end 
(see middle figure below), and one non-sealing rigid fin (54) having an outer surface plane that 
intersects an interior surface plane of the needle hub (see left figure below) that defines the 
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interior cavity. The fin is considered rigid because the cross hatchings for the fin used in figure 6 
indicate that the material used is plastic. In order for any type of plastic material to maintain the 
shape of the fin shown in figure 6, the property of the plastic material used would necessarily 
have to include some degree of rigidity. The fin is considered non-sealing in that the prior art 
specification does not reference the element (54) as a gasket, o-ring or seal. The fin extends 
longitudinally a fixed distance fi*om the distal end of the interior cavity to a proximal facing 
surface (see right figure below). The proximal facing surface engages a distal most facing 
surface of an elongated barrel tip (see right figure below). The needle hub also includes a needle 
support (tubular portion of 38 not including fin) which extends through the interior cavity. A 
barrel (20) has a proximal end and a distal end with the barrel tip at the distal end which is 



received within the interior cavity. See figure 2 and middle figure below. 




the fin 



Regarding claims 2-4 and 22, the barrel tip is elongated and extends fi*om the distal end 
of the barrel (see figures above). The interior cavity has an annular configuration, see figure 2 in 
conjunction with figure 6. The barrel tip forms a substantial seal adjacent the fin in that the outer 
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surface of the barrel tip is fastened to the interior surface (56) of the needle hub (40). See above 
figures. Additionally, even though the prior art does not specify that the fastening of the needle 
hub to the barrel tip forms a seal, the claim language only recites a substantial seal and to seal is 
defined as "to close or make secure against access, leakage, or passage by a fastening or coating" 
(see http://www.merriam-webster.com/cgi-bin/dictionary ). In this case, the connection of the 
needle hub (40) to the barrel tip closes off access to the barrel tip by the fastening or connection 
of the two elements and thereby reads on the limitation of a "substantial seal". 

Regarding claim 6-7, the barrel tip forms a substantial seal with the needle support (38) 
adjacent the fin when the barrel tip receives the needle support after use and the barrel tip closes 
against access to the used needle support via the fastening or connection of the barrel tip with the 
spring of the needle support (see definition above). Since the barrel tip closes the needle support 
against access after use, the closing reads on the limitation of "a substantial seal with". See 
figure 7. 

Regarding claims 10-17 and 23-26, the needle hub (40) includes a hub skirt (see flange 
on proximal end of needle hub (4) in figure 6). The interior cavity (see above middle figure) is 
annularly defined between the perimeter of the hub skirt and the interior axis of the needle 
support (38), The needle support (38) has a needle cavity (52) having a portion of the needle 
disposed therein. See figure 6. As shown in figure 6, the needle cavity and interior cavity are 
coaxial. Since the cavities are coaxial, they are also substantially parallel since they extend in 
the same longitudinal direction. As shown in figures 6-7, the barrel receives a plunger (30) that 
is configured to engage a proximal opening of the needle support (38). 

Regarding claim 18, it is assumed that applicant is invoking 1 12 6^ paragraph and means 
plus fiinction interpretation. Therefore, the claim limitation has been reviewed in light of the 



Application/Control Number: 09/935,151 Page 6 

Art Unit: 3763 

structure disclosed in the instant specification for achieving/performing the claimed function. 
Upon review of the specification, the means for engaging was determined to include the structure 
of at least one fin. As described above the prior art device includes a barrel (30) with a barrel tip 
and a non-sealing rigid fin. Additionally, the configuration shown in figure 6 is such that 
minimal space occurs between the needle hub components in which extra medicament fluid can 
collect. Hence, the configuration of the needle hub structure, including the fin, minimizes 
medicament fluid waste. 

Claim Rejections - 35 USC §103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 8-9 and 19-20 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Carter. Carter meets the claim limitations as described above but fails to include four fins. 

However, at the time of the invention, it would have been an obvious design choice by 
one skilled in the art to make the one fin of Carter into four separate fins. Applicant has not 
disclosed that having four fins instead of one provides an advantage, is used for a particular 
purpose, or solves a stated problem. One of ordinary skill in the art, furthermore, would have 
expected Carter's needle hub, and applicant's invention, to perform equally well with either one 
fin as taught by Carter or the claimed four fins. 
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Additionally, one skilled in the art would recognize in the device of Carter that the 
frangible point (44) between the needle support (38) and the fin (54) is severed during use of the 
device. See figures 6-7. One skilled in the art would recognize that the force required to sever a 
solid annular frangible portion is greater that the force required to sever four smaller frangible 
portions. Hence, the motivation for making the fin of Carter into four smaller fins would have 
been an obvious design choice in order to solve a recognizable problem by one skilled in the art 
to decrease the amount of force needed to use the device of Carter. 

Response to Arguments 

Applicant's arguments with respect to claims 1-26 have been considered but are moot in 
view of the new ground(s) of rejection. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Catherine S. Williams whose telephone number is 571-272-4970. 
The examiner can normally be reached on Monday - Friday. 

If attempts to reach the examiner by telephone are unsuccessfiil, the examiner's 
supervisor, Nicholas D. Lucchesi can be reached on 571-272-4977. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Catherine S. Williams 
April 1, 2005 



